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EPHEDRA: WHO IS PROTECTING THE
AMERICAN CONSUMERS?

TUESDAY, OCTOBER 8, 2002

U.S. SENATE,
OVERSIGHT OF GOVERNMENT MANAGEMENT, RESTRUCTURING,
AND THE DISTRICT OF COLUMBIA SUBCOMMITTEE,
OF THE COMMITTEE ON GOVERNMENTAL AFFAIRS,
Washington, DC.

The Subcommittee met, pursuant to notice, at 10 a.m., in room
SD-342, Dirksen Senate Office Building, Hon. Richard Durbin,
Chairman of the Subcommittee, presiding.

Present: Senator Durbin.

OPENING STATEMENT OF SENATOR DURBIN

Senator DURBIN. Good morning. This hearing will come to order.
I am pleased to welcome you to today’s hearing before the Senate
Subcommittee on Oversight of Government Management, Restruc-
turing, and the District of Columbia, focusing on “Ephedra: Who is
Protecting the American Consumer?”

Dietary supplements are safely consumed by millions of Ameri-
cans every day. I, myself, take a variety of supplements, multi-vita-
mins, folic acid, all the things that I think are going to make me
live forever. I hope they do. For the vast majority of dietary supple-
ments, there are few reports of harm. For some, there is strong sci-
entific evidence that they provide a health benefit.

However, that is not the case for the supplement ephedra, which
is the focus of this hearing. The Food and Drug Administration re-
ported that in the year 2001, 42 percent of the total number of ad-
verse event reports, known as AERs, received for all dietary sup-
plements by the agency were for one supplement, ephedra. In some
years, such as 1996, the percentage was as high as 70 percent, as
this chart indicates.

Particularly alarming was the fact that many of these ephedra
adverse events were suffered by young people. The HHS Inspector
General noted that 60 percent of the alleged injured parties by
ephedra were under the age of 40. Furthermore, if you look at some
of the most serious adverse events reported to the FDA for dietary
supplements, you find that ephedra is disproportionately rep-
resented, as the chart indicates. Seventy-eight percent of myocar-
dial infarction AERs were for ephedra products. Eighty-one percent
of stroke AERs were for ephedra products. Sixty percent of the
deaths were for ephedra products.

Independent scientists without ties to the industry have analyzed
these adverse events and reached disturbing conclusions. A study
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published in the well-respected New England Journal of Medicine
in the year 2000 reviewed ephedra AERs received by the FDA be-
tween June 1, 1997, and March 31, 1999. The study concluded that
31 percent of the reported adverse health outcomes were “definitely
or probably” related to ephedra use, and an additional 31 use were
deemed to be possibly related to ephedra use.

We are not necessarily talking here about people taking a higher
than industry recommended dose. A study in the Mayo Clinical
Proceedings in January 2002 reviewed the cases of 37 patients who
suffered adverse cardiovascular events, specifically sudden death,
myocardial infarction, or stroke, and found the cardiovascular toxic
effects of ephedra were not limited to massive doses. Of the 37 pa-
tients in the Mayo Clinic study who experienced one of the health
problems I mentioned earlier, 36 of the 37 were using amounts no
larger than what the manufacturer recommend—36 out of 37. That
means that over 97 percent of the adverse health events occurred
in individuals taking ephedra at or below the manufacturer’s sug-
gested dose.

It is studies such as these that have led so many health profes-
sionals to conclude that ephedra is not a safe product and should
be taken off the market. We will hear later this morning from Dr.
Ron Davis, representing the American Medical Association. I do not
think anyone is going to suggest here the AMA is a radical group
with an axe to grind. They are known for championing causes
which are based on science. Yet, the AMA has forcefully called on
the U.S. Government to take ephedra-containing dietary supple-
ments off the market.

We are also going to hear from a premier health consumer advo-
cacy group Public Citizen. Dr. Sid Wolfe will discuss why Public
Citizen has also called on the government to protect the American
people from these dangerous ephedra products.

We will hear from those who have taken action to protect the
public. Dr. Howard Beales will testify on behalf of the Federal
Trade Commission about the enormous job the FTC is forced to do
to police deceptive advertising of ephedra products that some would
have you believe are natural and safe.

Bill Jeffery of CSPI in Canada will tell us about Canada’s efforts
to protect their own citizens. On January 9 of this year, the Cana-
dian Government issued a warning, a warning which this govern-
ment has never issued, about certain herbal ephedra products sold
for the purpose of weight loss, body building, or increased energy.
That warning urged Canadians to avoid the products because they
may cause “serious, possibly fatal adverse effects when combined
with caffeine or other stimulants.”

When we hear from the first panel, when we hear from the par-
ents of Sean Riggins, you are going to understand how children do
not have to drink coffee to get caffeine with these ephedra prod-
ucts.

Many of the ephedra supplements recalled by the Canadian
health authorities can be found on the shelves of stores across
America. These are examples right here of products containing
ephedra. I can tell you this. You go into any gas station where I
live in Central Illinois, where the Riggins family is from, and you
will find next to the cash register, there for kids to buy, all sorts
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of ephedra products. You go into a convenience store, a gas station,
they are everywhere and kids are buying them, sometimes with
tragic results.

For the record, there are several other countries, such as Britain
and Germany, which have taken action to protect their citizens, as
Canada has. A variety of athletic organizations, the International
Olympic Committee, the National Football League, the National
Collegiate Athletic Association, have banned ephedra-containing di-
etary supplements.

We are going to hear from Frank Uryasz, representing the
NCAA. He will testify that in spite of this ban, a 2001 NCAA study
found 4 percent of 21,000 athletes, about 850 of them, who com-
pleted the confidential survey, had used ephedra in the past 12
months despite the ban. Even more disturbingly, this number has
increased since the ban at the NCAA went into effect in 1997, par-
ticularly among women’s teams. According to the study, most ath-
letes, who reported using ephedra-containing products, started
using them in high school. The NCAA has also called on the FDA
to more tightly regulate ephedra products because of the harm they
can cause to athletes and others.

One young athlete who started using ephedra products in high
school is tragically no longer with us today. You see his photograph
here. Kevin and Debbie Riggins of Lincoln, Illinois, are going to
testify about the tragic death of their 16-year-old son, Sean, who
died on September 3, just over a month ago, of a heart attack after
taking an ephedra product known as “Yellow Jacket.” Yellow Jack-
et, incidentally, is also the street name for a narcotic. Coincidence?

My heart goes out to them. When I read this in the local news-
paper, the State Journal Register, about the loss to their family, I
could not believe it. We just had a hearing on this issue, and here
it was hitting close to home with a healthy young man, just start-
ing his high school year, looking forward to wrestling and football
and all of those sports. I want to thank them for coming here. It
takes real courage for them to stand up and tell their story so soon
after their loss.

But we need to remove these products from the market so other
families like theirs do not see their loved ones’ lives cut short for
the sake of an energy buzz or the loss of a few pounds. I am look-
ing forward to today’s testimony to help us better understand this
issue and the responsibility we have to the American people.

After the last hearing, I sent a letter to Secretary Thompson at
the Department of Health and Human Services. I have spoken to
him on the phone several times about this issue. He has assured
me he is looking at it seriously. Unfortunately, he could not be here
today because of a trip to Afghanistan, which he had promised long
ago, and I understand those things. Conflicts are inevitable for
busy people like the Secretary. But I can tell you that letters are
not enough, and telephone conversations are not enough. We want
to find out today whether our government is going to take any ac-
tion to protect the people who are being victimized by this drug
across America.

Our first panel of witnesses are Kevin and Debbie Riggins of Lin-
coln, Illinois, parents of Sean, and also joining them is Charles
Fricke, who is the Coroner for Logan County.
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Mr. and Mrs. Riggins, I appreciate your willingness to appear
today and publicly share your personal experience. It is customary
in this Subcommittee to swear in the witnesses, so if you would not
mind, remain standing.

Do you solemnly swear the testimony you are about to give is the
gug?l, the whole truth, and nothing but the truth, so help you,

od?

Mr. RIGGINS. I do.

Mrs. RiGGIns. I do.

Mr. FrICkE. I do.

Senator DURBIN. Thank you very much, and the record will indi-
cate that the entire panel has answered in the affirmative.

Mr. Riggins, would you like to begin?

TESTIMONY OF KEVIN RIGGINS,! LINCOLN, ILLINOIS

Mr. RIGGINS. Yes. I just wanted to thank you, Senator, for bring-
ing us to Washington so we can tell this story. I greatly appreciate
it.

I will begin by introducing myself. My name is Kevin Riggins.
This is my wife, Debbie, and the young man in the picture is our
son, Sean. We are here to tell his story. You have my written state-
ment. I am not going to read that word for word. I just want to
tell you a little bit about my boy.

Sean was a very healthy young man. He started playing hockey
when he was 7 years old, first grade, when we lived in Peoria after
I separated from the service. He then got into the martial arts and
he was quite the martial artist. We attended tournaments all over
the Midwest, Indianapolis, Wisconsin, Peoria, Decatur, Bloom-
ington, Springfield, all over the place. He has a stack of trophies
at home in his room. He achieved the rank of red black belt.

Later on, though, his passion turned to team sports, wrestling
and especially football. He was quite passionate about the game of
football. Again, my son was in outstanding condition. He lifted
weights. He exercised constantly. He would ride his bike, before he
got his driver’s license, all over Lincoln, down to the creek to go
fishing and swimming and that sort of thing, and that is why when
my son passed away and they told us that he had died of a heart
attack, I had no idea what to think. How does a 16-year-old boy
that active die of a heart attack?

That is when we spoke to Chuck Fricke. He called us after the
visitation and told us that they had found a substance known as
ephedrine in Sean’s system, or that the indications pointed toward
that being the case.

We started doing some investigating, along with Mr. Fricke. The
Lincoln Police Department started investigating with some of the
kids, Sean’s friends, his teammates, and we found out he was tak-
ing what is known as Yellow Jackets, which is an ephedrine prod-
uct. This is over-the-counter. You can buy it in the gas station.
They are about $1.50 for three pills. That is pocket change for
these boys.

They are using it on the football team to enhance their perform-
ance, as it claims in the ads and what not. They are using it, the

1The prepared statement of Mr. Riggins appears in the Appendix on page 53.
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wrestlers are using it and basketball players. We have got young
girls who are using it to try and help them lose weight.

None of these kids that we have talked to—and I know my son
never used drugs—none of these kids use drugs. They are not drug
users. They are not abusers. They do not smoke cigarettes. Sean
never smoked cigarettes. He never smoked marijuana. He did not
take drugs. Mr. Fricke can bear that out. He was passionate about
not taking drugs. He had a couple of friends that did smoke pot
and he was constantly after them about stopping, because he saw
his grandfather die of lung cancer and he did not want to see that
happen to anyone else.

The problem with ephedra, in my opinion, is that these kids do
not realize that it is a harmful drug. Whether they call it an herbal
supplement or a dietary supplement, that is just semantics. It is
a drug. Garlic is an herb. Bay leaf is an herb. But I have never
heard of someone dying from bay leaf. This herbal supplement
killed my son and I am just afraid that this can happen again if
these kids have access to this kind of stuff on a daily basis at the
gas station for a buck-and-a-half.

They put it in flashy packages. They have flashy advertising.
They gear it toward young people. It is not geared toward a 40-
year-old man that works 40 hours a week. This is geared towards
younger people.

What I think is that we need some type of regulation regarding
ephedra and like products because, again, this can happen again.
If a 16-year-old cannot get to it, it is not going to happen. They
cannot take it. So we should make it, at least I think where if you
are 18 and younger, you cannot get to this product. If a grown man
wants to take it, that is his choice. If a grown woman wants to take
it, that is her choice. But a child should not be able to make that
choice.

These companies that market this should have to be held ac-
countable, because I do not feel that you should aim something at
a child. You can put all the warning labels you want on them, but
cigarettes have had warning labels on them for how many years
and people still smoke.

It is very simple. We can just effect a regulation making it illegal
to sell to kids. We enforce that regulation and we do not have to
go through this again, because I do not think that I could do it
again.

Senator DURBIN. Thank you, sir. Kevin, you made a point of
pointing with pride to this jersey that you brought from Lincoln.
Why don’t you tell me a little bit about the jersey.

Mr. RIGGINS. Sure. This was my son’s practice jersey. Obviously,
he was number 51. We put this out at the suggestion of one of his
friends at his visitation and all the kids and teammates and what
not came and signed this jersey. A good friend of mine is going to
build a display case for it so we can have this displayed in our
home. We also have big posterboards that the kids signed because
the shirt was not enough. We had close to 600 people come to our
visitation to see my son. That is a testimony to him, not to me, and
a testimony to the people that cared enough. That is what this jer-
sey is.
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Senator DURBIN. Thank you. Debbie, can you tell us a little bit
about your thoughts on this?

TESTIMONY OF DEBBIE RIGGINS,! LINCOLN, ILLINOIS

Mrs. RIGGINS. My feelings on the subject. I did not know the dan-
gers of this product until September 3. I did not realize what it
could do, what its potential was, and it is being mismarketed in a
way that it is only there for somebody to make money and they do
not seem to care who they are hurting.

I brought a couple of letters from some of the students who went
to school with Sean.

Senator DURBIN. You might describe for the record here, Lincoln,
Illinois, the size of the town, so people get an idea of where we are
talking about—I know the answer, but I am going to ask you to
put it on the record. We are not talking about big city here, are
we? What is the population of Lincoln?

Mrs. RIGGINS. About 17,000.

Senator DURBIN. Seventeen-thousand.

Mrs. RIGGINS. We live about three blocks from the high school
and on the other side of the high school, there are corn fields.

Senator DURBIN. Small town America.

Mrs. RIGGINS. A small town. People ride bikes. Even the
grownups ride bikes everywhere. We have one theater. It is a place
where everybody can go to the store and they know somebody
there.

Senator DURBIN. So I just want to make the point that this prod-
uct, this type of product is reaching down to all levels of America.
This is everywhere.

Mrs. RIGGINS. Oh, yes. It is right at their eye level. As soon as
they are standing in line for something, they see it right there and
they are going to pick it up and they are going to look at it. As
long as it has got the flashy colors on it, and they test market those
colors to see who is attracted to them. If they are going to spend
that kind of money on advertising and displaying it, they have got
to make some money—replace that money somehow. Kids appar-
ently are easy targets.

Kids take it to get hyper so that they can stay up late, so that
they can stay awake the next day, some of them to study late be-
cause they have got a big test the next day, or they just did not
get enough sleep the previous night. This one kid stated that any-
body can do it and it is cool to hear a friend say, “Hey, feel my
heart. I am speeding right now.” One of the students actually wrote
that. This other student says, “I have had experience with Yellow
Jackets and Stackers in the past years,” as a sophomore.

Students told us that at the end of eighth grade, it became pop-
ular, even more so with the freshmen year. One said, “Most people
and my friends took them because it gave them enough energy to
sit in a desk all day without feeling really tired or bored. It made
the day go faster.” Another reason given for using ephedra, a more
serious one was that it made them feel as if they were on speed.
People would take several at a time to keep them wired and

1The prepared statement of Mrs. Riggins appears in the Appendix on page 55.
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pumped up all day long, and I know or have heard some people
went as far as snorting them.

Another student wrote: “I took one pill before each meal and I
took these for about a week and then I quit. I wasn’t losing any
weight and I was always sick. I had terrible headaches that took
forever to go away, and in a while, I would be short of breath or
I would have this pain that hurt in my chest. After I stopped, I
tried the Stacker, too, and it had the same effects, but with more
pain.”

So even the kids are learning, but unfortunately, they are learn-
ing at a price. We do not know yet if it is a long-term effect, if it
is one dose that is too much, is damaging them. But we need to
find out. We need to find out what is safe, and if it is safe. I do
not think it is. They took my only son and won’t bring him back.

Senator DURBIN. Debbie, thank you for being here. Chuck Fricke,
you have the responsibility as Logan County Coroner. You might
tell us a little bit about what that responsibility is for those who
aﬁ'e not familiar with the office and then tell us what you found in
this case.

TESTIMONY OF CHARLES FRICKE,! LOGAN COUNTY CORONER,
LINCOLN, ILLINOIS

Mr. FrICKE. First of all, the coroner investigates any death that
is not a natural cause of death and he determines with his inves-
tigations the cause and manner of an individual’s death. Cause of
death in most instances is determined by a forensic pathologist
that does toxicology studies as well as external examinations of the
individual.

In this particular case, we were notified by the emergency hos-
pital, Abraham Lincoln Memorial Hospital, that a 16-year-old boy
had died. You do not hear about 16-year-olds dying of myocardial
infarctions. At that time, we did not know what it was, but upon
examination by the pathologist, he came back with that, and I
says, “due to what? I mean, over-exertion? What is it?” He says,
“Well, please, help us out in your examination externally by inves-
tigating.”

I had the Logan Mason Health Department do an investigation
where the boys had been on the weekend, over at Clinton nuclear
power plant. We thought maybe something was in the water that
he had drunk or been exposed to. One of their witnesses told us
that he was Yellow Jacketing and the group was jointing. We
asked what that was. I had to investigate, like the family and most
people, to know what that was.

They told me that Yellow Jackets, as you have pointed out, come
in small little packages, or in this particular case, ephedrine is in
a pack of 60. The label tells you that it should not be sold to mi-
nors, that selling to a minor is prohibited. It is a dietary supple-
ment and extreme energizer. This particular product says, “Do not
sell to minors. Distribution of this product requires a DEA license.”

I asked the distributors at the Quick and Easy what that meant,
how they enforced it. They did not know. They did not have a li-
cense for it. They do not prohibit sales to minors. In fact, I had a

1The prepared statement of Mr. Fricke appears in the Appendix on page 56.
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12-year-old go in and buy these products for me. My State’s Attor-
ney says that we cannot prohibit the sale of these products even
if the warning says so. It is a manufacturer’s label, mislabeling, to
me. They think they are buying something illegal.

In the testimonies that Debbie has, it says that they would go
in and steal them because they did not think that they could buy
them, so they were starting to steal them. Then they found out
they could buy them legally. Now they are buying them in threes.
Some are buying them in groups of 60.

We had the city detectives, police department of Lincoln go out
to the high school to do investigations with the superintendent, the
principal, the athletic department and all sports. It was a shock to
them, because they did not know what ephedrine was. Only one of
the coaches understood what it was. They wrote a nice letter on be-
half of the children, the consumers at the high school. They have
started a program and have made brochures about the ill effects
of ephedrine. They are trying to get the word out, because as you
and I were novices in this just weeks ago, we are finding out that
the schools and the kids are not novices in this.

How does a 16-year-old die of myocardial infarction? It was not
just a mild myocardial infarction. I had to ask the pathologist what
that meant. Troponin, which is an enzyme, a specific marker to the
heart, was at 100 level, the number 100. You and I as adults have
troponin levels of one or two on a normal day. The troponin in your
heart tells it to keep beating. When you are having a heart attack
at 50, 60 years old, 70 years old, it would be marked at four to five.
Think about it. Sean’s was at 100. The heart is racing so fast, it
just kind of could not do anything. He could not pump the blood
fast enough and that is the way he had a heart attack.

We have put out warnings in the newspapers. We have contacted
the schools. The schools have done their part about notifying their
athletes. We want to notify athletes and consumers everywhere,
not only in Central Illinois, all of Illinois, and the entire Nation so
that you can regulate this product more tightly so that the con-
sumers understand what they are buying when they buy it.

The doctors that I have contact with, not one of them had a good
word—I am sure there are always therapeutic values that ephed-
rine is used for under controlled circumstances, under doctors’ care,
but we cannot take the 99 percent of the kids that are using this
and use them as examples for the one or two times that it is
healthful under a doctor’s supervision.

Senator DURBIN. Thank you very much. Let me ask you this, Mr.
Fricke. You stated this in your written testimony, but I want to
make sure it is a matter of the spoken record, as well. Do you be-
lieve that the death of Sean Riggins is consistent with his having
taken these ephedra products?

Mr. FRICKE. Let me read exactly, word for word, from the foren-
sic pathologist. “It is our opinion that the acute myocardial infarc-
tion in this individual is consistent with the effects of ephedrine.
No other anatomic, structural abnormalities of the coronary arte-
ries sufficient to cause myocardial infarction was identified in the
autopsy.” And with his health records and our investigations, it
proves that out.
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Senator DURBIN. Of course, Kevin and Debbie have made that
case, too. This was not only a healthy young man, an active, ath-
letic, vigorous person who was leading a very active life. So that
certainly bears it out.

You have the smaller version of Yellow Jackets with you, and as
I said earlier, you can just walk into any gas station in our part
of the world and you are going to find these hanging all over the
cash register for the kids to see. Then you take a look at one of
these. Now, this is their big deal. This is their $31.95 jar of Yellow
Jackets that they have for sale.

Do you know where they put the warning label on this, inciden-
tally? You think it might be out here where you would see it. No.
You have to strip back the label and you have to read the back of
the label, and I am sure a lot of 14-year-old kids are doing this,
right, stripping this label back so that they can read this faded
prinll;ir’lg on here that says, “Keep out of reach of children.” What
a joke!

We asked the people from this company to come forward today.
You will be shocked to know they could not make it. We do have
a representative from the industry here, and he will be speaking
to us later.

But I have to go back to Debbie’s point. At what point do you
draw the line here at making money? If you are peddling a product
to kids and you know it, and incidentally, this warning label says,
“Sale to persons 17 years of age or younger is prohibited in Texas.”
Do you know why? Because 20 States, I guess roughly 20 States
have decided the Federal Government is ignoring this problem and
the States are starting to impose standards because our Federal
Government, our FDA is ignoring this problem.

Canada has responded. The AMA has responded. Sports organi-
zations have responded. But the American Government has not re-
sponded. And despite letter after letter, we have no action on this.
So the States are taking it in their own hands. I cannot think of
another time when we have dealt with this, where States have de-
cided they have to regulate the sale of a product because the Fed-
eral Government is so much in the grips of this industry that they
are afraid to protect the American consumer.

Kevin, did you and Debbie see any indications of this heartbeat,
this racing, the speeding up of his heart? Did Sean ever talk to you
about this at any time?

Mr. RIGGINS. No, never. In fact, Sean was the type of boy—he
was a typical teenager. If he felt bad and he had something he
wanted to do, he probably wouldn’t tell you about it. If he had a
little bit of a cold or a stomach virus, if he wanted to go out and
go fishing that day, he was going to go fishing. He would not tell
you about that sort of thing.

A lot of these kids that we have talked to, they did not attribute
their symptoms initially to what they had taken. They just thought
that they were tired or they were catching a cold or a flu or some-
thing like that. They had—most of them had, no idea that this
product was what was making them feel bad.

Senator DURBIN. On the day of his death or the day before, was
there anything unusual about his behavior or anything he said to
you that, now that you look back on it, was a warning sign?
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Mr. RIGGINS. There was nothing more than he had a headache—
and this is prior to our investigation of this product and this type
of thing—he had a headache and his stomach was bothering him.
That has happened, in 16 years, that happened who knows how
many times.

Senator DURBIN. Debbie, do you know anything:

Mr. RIGGINS. He went to the football game the night before, on
Monday night, and like Kevin said, he had to go to the football
game and he slept underneath the bench. How many times do you
know kids that would do that at a football game? Something was
happening, but we didn’t know. We just thought it was bronchitis
or some flu going on. He laid down during the game, or at least
in the first half. He got up the second half and met with—when
they go during the halftime—and he met with the team and then
he came back and sat on the bench.

He had his car with him at the time, so he wanted to drive home,
so he drove home, said his head hurt, his stomach was a little
upset, so he was going to go to bed. He took a Tylenol, I believe
he took a Tums for his stomach, and he went to bed that night.
I had to work the next morning. That is the last time I saw him.

Senator DURBIN. Chuck, you have gone around the community
there now and I know you have done an awful lot, and thank you
for that, because your speaking out has made a difference. It is
starting to get the word out, at least in our part of the world, about
the danger of these products. What is the prevalence? How fre-
quently do you find that young people are using these?

Mr. FrRicKE. WAND, a TV station out of Decatur, did a survey
and I called them this morning. They said they had 250 calls in
3 days regarding this and it was two-to-one that had ill effects with
ephedrine.

They also had a young lady that had taken it just one time, from
Effingham, and she went to bed and she woke up 4 days later at
Carl Clinic at Champaign. She had seizures and had gone into a
coma for 4 days, and her mother stood there and helped her get
through this. She was lucky to survive. She sent a note to us, Ms.
Spitz, wanting us to tell her story and to say that it does not take
a multiple of this drug. It does not take an active athlete running
in the 90- and 100-degree temperature. It was a house mother that
went to work, went to the grocery store, came home, went to bed
not feeling well, and had taken just one of these supplements.

Senator DURBIN. Now, if you take one of these with caffeine, it
really just aggravates it, doesn’t it, makes it worse.

Mr. FRICKE. If you look on the Yellow Jackets, it has 300 milli-
grams of caffeine. A Stackers has 200 milligrams. Some of these
children that I talked to in my investigation, they are tired, they
are exhausted, they have gone through 6, 7 hours of school. They
have had a school lunch. They have gone through 3 hours of foot-
ball practice. They are tired. They are exhausted. And now they
have activities, they have homework at night. They are too tired
to eat.

They go to the local Quick and Easy. They pick one of these up.
They buy a product, if I may mention, products that contain caf-
feine in them that compounds the injury.

Senator DURBIN. Mountain Dew.
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Mr. FRICKE. Mountain Dew, Code Reds, and I am not trying to
be negative to those products. I have drank those products, too. But
in combination with ephedra, and these children do not know it,
adds to the dangers. There is also an adrenaline rush drink out
there that they use.

The young lady that prohibits them in Mount Pulaski is on a vol-
untary basis, says that—and she knows that she has to tell these
to anyone, but she used these products herself in college and she
knows the ill effect. But her company tells her to put it out front,
so she has taken it from the front cash register and put it behind
her. Now you have to ask her to get it. And she puts out a warning
label that says on these warning labels that you can only sell two
per person per day, and she makes them show their ID, so it is
very inhibiting when you do that.

But other places that I have been, five, six different places, 12-
year-olds go up and buy this, and I think it is a big rush because
they get their heart racing. They do not know the dangers—when
you are 16, you do not think you can die until you are 60, 70, 80,
of old age. They become bulletproof and they think they are. And
unfortunately, I have the unfortunate task of going up to families
like the Riggins and telling them that their son died of a myocar-
dial infarction due to a product that this government does not regu-
late, and we need to.

Senator DURBIN. Chuck, when it comes to activities in your com-
munity and nearby, public education is part of this, but is there
going to be any kind of follow-up effort at the schools to talk about
this problem?

Mr. FRICKE. I have talked to the superintendent of the Lincoln
Community High School and he has invited the parents and myself
to come out and not only just give an assembly to the entire school,
but I thought that on an individual basis or on a smaller scale, it
would be better. So I want to take the days and take the oppor-
tunity to talk to the gym classes so that you can break that 1,200
students down to 30 and 40 at a time, talk to them individually,
the athletic departments.

I want to talk and educate the coaches on this, and not only in
Lincoln, but I have to know that it is happening in Springfield at
the schools, at Litchfield, at Bloomington, at the small school lev-
els, so that the athletic directors do not wake up themselves in the
community and find out and then they have to start where we
started. We started as novices and we are not going to let things
sit and go unabated.

We are going to reach out to these people. We have interviews
when we get back because we feel very strongly that we want to
get the word out. We do not mean to have an overkill on this, but
the more we can do it—this has been in the paper almost every
day, trying to put warnings out. We are putting it out on TVs, on
radios, and in the newspapers, and anything you can do to help us
on a local basis would be appreciated.

Senator DURBIN. This is a sad thing for me to say, but I am
going to say it. You are doing more to protect the people that you
represent than our Federal Government is doing to protect people
across America.
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Mr. FRICKE. We speak for Sean today because he can’t speak,
and as the coroner, we investigate those things. He told us a story.
We had to listen to him. Not many people take that time to listen,
and we listened to what he had to say, and these are his words.
Today, this is for him.

Senator DURBIN. Thank you.

Kevin and Debbie, this had to be tough. When we invited you,
we didn’t know if you would do it, but as you said to me before this
hearing, you have got to do this for Sean, got to get that message
out so that some other family does not lose their only son, as you
have. I hope that your being here today and I hope that fact that
some people are watching this and following it will mean that they
may tonight pull their daughter or son aside and say, have you
ever heard of these things, Yellow Jackets or ephedra? Are any of
your friends involved with them? I mean, this is as insidious and
harmful and dangerous as a lot of drugs that are on the street that
we are warning kids, to just say no to. It is time for them to just
say no to Yellow Jackets and just say no to these products because
it can kill them.

Your coming here today drove that point home in a way that all
the witnesses in the world couldn’t. I am saddened for your loss,
but I admire your courage that you can tell this story and try to
save some other lives across America. Thank you for being here.

Mr. FriCKE. Thank you, Senator, very much.

Senator DURBIN. I now want to just take a few minutes as this
panel is leaving the table to review an interesting report that Con-
gressman Henry Waxman’s Special Investigations Division staff
prepared, working with my own staff. This is the first independent
analysis of the adverse event reports that Metabolife finally has
given over to the Food and Drug Administration.

Chart 1 here, the Durbin-Waxman staff reviewed all 14,459 com-
puter images that Metabolife provided us. This constitutes all the
adverse event report records that Metabolife, and I have some of
their product here before us, received since 1997, over the last 5
years. A new, database was created for analysis and staff individ-
ually reviewed each record. Records that indicated that consumers
had suffered a particular serious health problem were put into this
database.

The serious health problems analyzed were those already identi-
fied as being caused by ephedrine. They included cardiac symp-
toms, including heart attack, chest pain, arrythmia, racing heart,
high blood pressure; neurological symptoms, including stroke and
seizures; psychiatric symptoms, including psychosis, anxiety, and
mood changes.

The Metabolife records include over 1,900 reports of significant
adverse reactions to Metabolife products. Second chart here,
Metabolife’s adverse event reports. What we see is that they in-
clude 3 deaths, 20 heart attacks, 24 strokes, 40 seizures, 465 epi-
sodes of chest pain, 966 reports of heart rhythm disturbances. In
addition, the reports contain hundreds of consumer complaints of
high blood pressure and disturbing psychiatric symptoms, such as
anxiety, mood change, or psychosis.

In at least 46 instances, consumers reported that they required
hospitalization following use of Metabolife products. In at least 82
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additional incidents, consumers reported they needed emergency
room care after using these products. In numerous adverse event
reports, consumers told Metabolife their doctors had determined
that Metabolife’s products had caused the adverse health effects
complained of.

The Metabolife records indicate that many of the significant ad-
verse events involve consumers who were young, in good health,
and taking the recommended dosages. The next chart, this relates
to adverse effects reported by healthy young people at rec-
ommended doses. Metabolife has asserted that adverse events don’t
occur when healthy individuals follow their recommended doses.
The actual adverse event reports, however, include many reports of
significant health effects in healthy consumers taking rec-
ommended doses. Among the most significant are heart attacks,
seizures, strokes, and psychosis.

Over 90 percent of the reports where dosage information is
noted, consumers were taking the dosage recommended Dby
Metabolife and still suffered these results. Among the significant
adverse event reports where age is noted, over 50 percent of the re-
ports involved consumers under the age of 35. In hundreds of cases
of significant adverse events, the consumers involved reported they
had no prior medical problems.

Metabolife’s handling of adverse event reports exhibits callous in-
difference to the health of their consumers. Fourth chart shows
careless handling of consumer complaints. Nearly 90 percent of the
reports of adverse event reports submitted by Metabolife omit basic
information, such as the age and gender of the consumer or the
date of the incident. Nearly one-third of the reports of adverse
events are handwritten with notes that are almost illegible. The
recordkeeping is chaotic. Chart 5, I think, shows that.

This is the company receiving reports from their consumers
about deadly symptoms, and look at the records that they are keep-
ing on these. Here, we have a good example of a totally chaotic ad-
verse event report. Looking at the record, you have no idea wheth-
er this is one caller or many callers, yet this person reported hav-
ing a stroke. This is a very serious event, yet this is the level of
care that Metabolife gave to noting that event, this from a company
that claims their consumers’ health is their No. 1 priority.

The next chart is another example. A 25-year-old reports having
a stroke, yet Metabolife has no information on this report, just
three handwritten lines. In over 99 percent of the significant ad-
verse event reports, there is no mention of Metabolife requesting
additional medical records needed for Metabolife to evaluate the
role of its product in this adverse events.

FDA regulations require drug manufacturers to report adverse
events including hospitalization, life-threatening adverse reactions,
or death within 15 days of receipt. In no instance did Metabolife
report adverse events involving hospitalization, adverse life-threat-
ening adverse reactions, or death to FDA prior to its August 2002
submission. The Metabolife records contradict Metabolife’s claims
}hat it was unaware of consumer complaints of adverse health ef-
ects.

When we had our last hearing, we asked them how many ad-
verse events had been reported to them and they only identified 78
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adverse health effects. Now we all know better. They turned over
thousands of records to the FDA and we have taken the time to
go through them.

The next chart is a quote from Metabolife saying they did not
have adverse event reports against an example of a report that
they had received prior to their statement that they had none. On
repeated occasions, Metabolife told Federal regulators it never re-
ceived reports of adverse health effects from its consumers. In Feb-
ruary 1999, for example, Metabolife informed the Food and Drug
Administration, “Metabolife has never been made aware of any ad-
verse health events by consumers of its products. Metabolife has
never received a notice from a consumer that any serious adverse
health event has occurred.”

You have just seen them, charts with people who have reported
strokes, and Metabolife said they were never reported. They never
received such a report. Metabolife had received over 100 reports of
significant adverse events before these statements were made, in-
cluding reports of heart attacks, strokes, seizures, and psychosis
thag were received prior to the February 1999 statement to the
FDA.

The case of a 25-year-old female stroke victim that I mentioned
earlier was reported to Metabolife in 1998, and on this chart, here
we have a consumer reporting that in September 1997, they suf-
fered heart damage that their doctor says was caused by
Metabolife. The record here is damning for Metabolife. They can
try to skip around their own words and disavow the common mean-
ings of an adverse event in the English language, but I think it is
clear to any reasonable person that suffering a heart problem or a
stroke and reporting it to Metabolife is clearly the reporting of an
event that adversely affected the customer.

Finally, I want to point out one further item not mentioned in
the report but I think it bears on Metabolife’s real intentions to
avoid reporting. In Texas, there is a law that requires Federal
manufacturers to put the FDA MedWatch number on their prod-
ucts so that consumers suffering an illness that they believe may
be related to the product can report it to the FDA. While
Metabolife does comply with the law by putting the number on the
bottle, they failed to identify what the number is for. They failed
to identify it as FDA MedWatch.

The label reads, “TX:1-800-332—1088.” Below this number is the
phrase, “Health questions 800-490-5222.” That number is
Metabolife’s own call center, the last one I read. So Metabolife has
set up a system to divert people with health problems away from
the FDA and to their own call center, where the adverse event re-
port may sit for years and years and years without any action.

Actions speak louder than words, and Metabolife’s own actions
contradict their glossy PR statements.

I would now like to call the second panel for testimony this
morning, if they would please come to the table. We have on this
panel Lanny Davis, counsel, on behalf of David Brown, the Presi-
dent and CEO of Metabolife International, Incorporated, a company
in the business of manufacturing dietary supplements; Dr. Howard
Beales, III, Ph.D., Director of the Bureau of Consumer Protection
at the Federal Trade Commission; Bill Jeffery, the National Coordi-
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nator for the Centre for Science in the Public Interest at Carleton
University in Ottawa, Ontario, Canada; Dr. Ron Davis, a member
of the Board of Trustees at the American Medical Association based
in Chicago, and if I am not mistaken, I saw Ron Davis a week or
two ago in Chicago, is that correct?

Dr. RONALD DAvIS. Yes.

Senator DURBIN. Ron Davis is also, if I am not mistaken, a med-
ical advisor to the Chicago Cubs. Did you not tell me that?

Dr. RoNALD DAvis. No, that is not me.

Senator DURBIN. Oh, I am sorry. Steve Adams, I think, came up
to me at a restaurant in Chicago and said, “I am the medical advi-
sor to the Chicago Cubs and you are right on on ephedra. This is
dangerous.” Thank you for being here, Ron.

Dr. Sid Wolfe, the Director of the Health Research Group at Pub-
lic Citizen; and Dr. Frank Uryasz, the Director of the National
Center for Drug-Free Sport in Kansas City, Missouri, for the Na-
tional Collegiate Athletic Association.

Thank you all for coming, and I would like to note for the record
I invited Robert Occhifinto of NVE Pharmaceuticals, the manufac-
turer of Yellow Jackets, to testify. We were apprised late last week
he is on trial in New York and could not be here. Counsel for the
company has advised my staff that answers to any questions
should be sent in letter and they will try to respond.! I am dis-
appointed that Mr. Occhifinto couldn’t be here because I would like
to have him explain to us and to the Riggins family and others
about the product that he is selling.

It is customary to swear in the witnesses, so if you do not mind
rising again. Do you solemnly swear the testimony you are about
to give is the truth, the whole truth, and nothing but the truth, so
help you, God?

Mr. LANNY Davis. I do.

Mr. BEALES. I do.

Mr. JEFFERY. I do.

Dr. RONALD DAvis. I do.

Dr. WoLFE. I do.

Mr. Uryasz. I do.

Senator DURBIN. The record indicates that all witnesses an-
swered in the affirmative.

I would like you all to try to make your oral statements in the
neighborhood of 5 minutes and then I will ask some questions. Mr.
Davis, would you please begin?

TESTIMONY OF LANNY J. DAVIS, ESQ.,2 COUNSEL ON BEHALF
OF DAVID W. BROWN,3 PRESIDENT AND CHIEF EXECUTIVE
OFFICER, METABOLIFE INTERNATIONAL, INC., SAN DIEGO,
CALIFORNIA

Mr. LANNY DAvis. Thank you, Senator, and thanks for giving me
the opportunity on behalf of Metabolife to present perhaps some
other perspectives.

1Question and response from Ullman, Shapiro & Ullman, LLP, New York, NY, for Mr.
Occhifinto appears in the Appendix on page 177.

2 Questions and responses of Mr. Lanny Davis appears in the Appendix on page 166.

3The prepared statement of Mr. Brown submitted by Mr. Lanny Davis appears in the Appen-
dix on page 59.
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But let me start by expressing personal, as well as a message on
behalf of Metabolife, to the Riggins family and to Mr. and Mrs. Rig-
gins. We denounce and we condemn the abusive marketing prac-
tices of this company that resulted in the tragic death of this young
man. We denounce companies, such as the company that is respon-
sible for Yellow Jackets, who aim at marketing these products to
young people, to athletes, who tempt them into abusive conduct
and who hide the dangers